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DETAILED ACTION 

• Receipt is acknowledged of applicants' RCE, amendment, remarks, and terminal 
disclaimers, all filed on 25 October 2007. 

• The obviousness-type double patenting rejections are withdrawn in view of the 
terminal disclaimers. 

***** 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicants' submission filed on 25 
October 2007 has been entered. 

* * * * * 

Terminal Disclaimer 

The terminal disclaimers filed on 25 October 2007 disclaiming the terminal 
portion of any patent granted on this application which would extend beyond the 
expiration date of U.S. Patent Nos. 6,355,265; 6,541,048; 6,426,090; 6,322,806; 
6,290,985; 6,627,234; 6,465,003; 7,163,705; 6,773,716; 6,645,535; 6,558,692; and 
6,355,265 as well as any patent granted on U.S. Application Nos. 09/990,628; 
10/206492; 11/269,980; 11/273,941; and 11/273,942 have been reviewed and are 
accepted. The terminal disclaimers have been recorded. 
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***** 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 8-20 rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the written description requirement. The claims contains subject matter which was 
not described in the specification in such a way as to reasonably convey to one skilled 
in the relevant art that the inventors, at the time the application was filed, had 
possession of the claimed invention. 

As amended, the instant claim set recites the limitation "wherein the consumable 
tableted center is not a chewing gum". After carefully examining the instant disclosure, 
the examiner respectfully submits that support for this amendment is lacking and the 
addition of said limitation is new matter. The specification, including page 10, lines 10- 
19 has been carefully reviewed and sufficient support for the limitation "wherein the 
consumable tableted center is not a chewing gum" was not found. 

Importantly, the amendment absolutely excludes chewing gum from the claimed 
invention. There is no suggestion in the instant disclosure, either implicit or explicit, that 
chewing gum is to be excluded from the disclosure. To the contrary, the instant 
specification repeatedly discloses chewing gum as an embodiment of the application: 

• instant claims 14 and 18 recite a consumable center comprising gummy 
confectionaries : 
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• the consumable center may comprise a qummi candy (see page 5, line 16); 

• drug delivery is provided by, "...chewing the product to cause the medicament 
to be released from the product into the buccal cavity of the chewer; and 
continuing to chew the product thereby creating a fluid pressure causing the 
medicament to enter the systemic system of the chewer through the oral 
mucosa contained in the buccal cavity." see page 6, lines 22-26; 

• an advantage recited by the instant application is, "...to provide a chewable 
product that contains an agent that heretofore could not be provided in a 
chewable form that was palatable." see page 8, lines 11-13; and 

• example 1 (see instant specification, pages 22-25) and example 2 (see 

instant specification, pages 22-25) which are explicit examples of a 

consumable center comprised of chewing gum. 

***** 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

1. Claims 8-20 remain rejected under 35 U.S.C. 102(e) as being anticipated by U.S. 



Patent No. 6,541,048 to Zyck et al. ("Zyck"). 
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The applied reference has a common assignee with the instant application. 
Based upon the earlier effective U.S. filing date of the reference, it constitutes prior art 
under 35 U.S.C. 102(e). This rejection under 35 U.S.C. 102(e) might be overcome 
either by a showing under 37 CFR 1.132 that any invention disclosed but not claimed in 
the reference was derived from the inventor of this application and is thus not the 
invention "by another," or by an appropriate showing under 37 CFR 1.131. 

Zyck teaches a product comprising a medicament comprising: 

• the consumable tableted center of instant claims 8 and 16 (see col. 10, line 
3); 

• the coating comprising a medicament of instant claims 8 and 16 (see col. 2, 
lines 18-23); 

• the at least 50% coating by weight of instant claims 8 and 16 (see col. 10, 
line 29); 

• the antacids of instant claims 9 and 17 (see col. 2, lines 1 8-23); 

• the taste masking agent of instant claims 10, 12, and 19 (see col. 8, line 55); 

• the xylitol of instant claim 1 1 (see col. 8, line 55); 

• the aspartame of instant claims 13 and 20 (see col. 7, line 49); and 

• the gummi confectionaries of instant claims 14 and 18 (see col. 1, line 65 - 
col. 2, lines 25-27). 

Zyck does not disclose a shellac layer. 
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2. Claims 8-14 and 16-20 remain rejected under 35 U.S.C. 102(e) as being 
anticipated by U.S. Patent No. 6,627,234 to Johnson, et al. ("Johnson"). 

The applied reference has a common assignee with the instant application. 
Based upon the earlier effective U.S. filing date of the reference, it constitutes prior art 
under 35 U.S.C. 102(e). This rejection under 35 U.S.C. 102(e) might be overcome 
either by a showing under 37 CFR 1.132 that any invention disclosed but not claimed in 
the reference was derived from the inventor of this application and is thus not the 
invention "by another," or by an appropriate showing under 37 CFR 1.131. 

Johnson teaches a product comprising a medicament comprising: 

• the consumable tableted center of instant claims 8 and 16 (see col. 10, line 
57); 

• the coating comprising a medicament of instant claims 8 and 16 (see col. 2, 
lines 59-66); 

• the at least 50% coating by weight of instant claims 8 and 16 (see col. 15, 
line 41); 

• the analgesics of instant claims 9 and 17 (see col. 5, line 65); 

• the taste masking agent of instant claims 10, 12, and 19 (see col. 12, line 38); 

• the xylitol of instant claim 1 1 (see col. 12, line 38); 

• the aspartame of instant claims 13 and 20 (see col. 9, line 27); and 

• the gummi confectionaries of instant claims 14 and 18 (see col. 2, lines 59- 
66). 
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3. Claims 8-14 and 16-20 remain rejected under 35 U.S.C. 102(e) as being 
anticipated by U.S. Patent No. 7,163,705 to Johnson, et al. ("Johnson"). 

The applied reference has a common assignee with the instant application. 
Based upon the earlier effective U.S. filing date of the reference, it constitutes prior art 
under 35 U.S.C. 102(e). This rejection under 35 U.S.C. 102(e) might be overcome 
either by a showing under 37 CFR 1.132 that any invention disclosed but not claimed in 
the reference was derived from the inventor of this application and is thus not the 
invention "by another," or by an appropriate showing under 37 CFR 1.13.1. 

Johnson teaches a product comprising a medicament comprising: 

• the consumable tableted center of instant claims 8 and 16 (see col. 13, line 
51); 

• the coating comprising a medicament of instant claims 8 and 16 {see col. 3, 
lines 16-19); 

• the at least 50% coating by weight of instant claims 8 and 16 (see col. 12, 
line 1); 

• the muscle relaxants of instant claims 9 and 17 (see col. 5, line 9); 

• the taste masking agent of instant claims 10, 12, and 19 (see col. 13, line 66); 

• the xylitol of instant claim 1 1 (see col. 1 3, line 66); 

• the aspartame of instant claims 1 3 and 20 (see col. 1 3, line 1 7); and 

• the gummi confectionaries of instant claims 14 and 18 (see col. 3, lines 16- 
19). 
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4. Claims 8-20 remain rejected under 35 U.S.C. 102(e) as being anticipated by U.S. 
Patent No. 6,645,535 to Zyck et al. ("Zyck"). 

The applied reference has a common assignee with the instant application. 
Based upon the earlier effective U.S. filing date of the reference, it constitutes prior art 
under 35 U.S.C. 102(e). This rejection under 35 U.S.C. 102(e) might be overcome 
either by a showing under 37 CFR 1.132 that any invention disclosed but not claimed in 
the reference was derived from the inventor of this application and is thus not the 
invention "by another," or by an appropriate showing under 37 CFR 1.131. 

Zyck teaches a product comprising a medicament comprising: 

• the consumable tableted center of instant claims 8 and 16 (see col. 10, line 
37); 

• the coating comprising a medicament of instant claims 8 and 16 (see col. 2, 
lines 33-44); 

• the at least 50% coating by weight of instant claims 8 and 16 (see col. 9, line 
9); 

• the antacids of instant claims 9 and 1 7 (see col. 2, lines 33-44); 

• the taste masking agent of instant claims 10, 12, and 19 (see col. 9, line 17); 

• the xylitol of instant claim 1 1 (see col. 9, line 17); 

• the aspartame of instant claims 13 and 20 (see col. 8, line 13); and 

• the gummi confectionaries of instant claims 14 and 18 (see col. 2, lines 33- 
44). 

Zyck does not disclose a shellac layer. 
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***** 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claim 8-20 remain rejected under 35 U.S.C. 103(a) as being unpatentable over 

U.S. Patent No. 7,056,541 to Stahl ("Stahl"). 

Stahl teaches a product comprising a medicament comprising: 

• the consumable tableted center of instant claims 8 and 16 (see col. 1, line 
38); 

• the coating comprising a medicament of instant claims 8 and 16 (see col. 2, 
lines 37-49); 

• the vitamins of instant claims 9 and 17 (see col. 5, line 17); 

• the taste masking agent of instant claims 10, 12, and 19 (see col. 7, line 21); 

• the xylitol of instant claim 1 1 (see col. 7, line 21 ); 

• the aspartame of instant claims 13 and 20 (see col. 5, line 10); and 

• the gummi confectionaries of instant claims 14 and 18 (see col. 1, line 65 - 
col. 2, line 2). 

It would have been obvious to on having ordinary skill in the art at the time the 
invention was made to omit the shellac layer of instant claim 15, since it has been held 
that omission of an element and its function in a combination where the remaining 
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elements perform the same functions as before involves only routine skill in the art. In 
reKarlson, 136 USPQ 184. 

Stahl explains that adding a medicament to the coating is beneficial because, 
"...active substance(s) is/are exposed to the consumer within a short period of 
chewing." See col. 2, lines 52-53. 

While Stahl does not explicitly teach the percentages of instant claims 8, 12, 13, 
16, and 20, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to determine suitable percentages through routine or manipulative 
experimentation to obtain the best possible results, as these are variable parameters 
attainable within the art. 

Moreover, generally, differences in concentration will not support the patentability 
of subject matter encompassed by the prior art unless there is evidence indicating such 
concentration is critical. "[W]here the general conditions of a claim are disclosed in the 
prior art, it is not inventive to discover the optimum or workable ranges by routine 
experimentation." In re Allen 220 F.2d 454, 456; 105 USPQ 233, 235 (CCPA 1955). 
Applicants have not demonstrated any unexpected or unusual results, which accrue 
from the instant percentage ranges. 

It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to. disclose a product comprising a consumable tableted center and 
a coating comprising a medicament, as taught by Stahl. One of ordinary skill in the art 
at the time the invention was made would have been motivated to make such a product 
because it quick exposure of medicament to the consumer, as explained by Stahl. 
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***** 

Response to Arguments 

Applicants' arguments filed on 25 October 2007 have been fully considered but 
they are not persuasive. 

Applicants argue that the instant application is distinguished from the cited prior 
art by the newly added amendment, "wherein the consumable tableted center is not a 
chewing gum". See remarks, filed 25 October 2007. 

The newly added amendment is deemed to be new matter and, as such is not 
given any patentable weight (see 35 USC 112, 1 st paragraph rejection, above). 

* 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Hasan S. Ahmed whose telephone number is 571-272- 
4792. The examiner can normally be reached on 9am - 5:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on (571)272-0616. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 



Application/Control Number: 10/044,113 



Page 12 



Art Unit: 1618 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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